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Status 

1 )KI Responsive to communication(s) filed on 31 December 2007 . 
2a )^ This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-4 and 7-14 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

Claim(s) is/are allowed. 

6) ^ Claim(s) 1-4 and 7-14 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10) ^ The drawing(s) filed on 26 March 2004 is/are: a)^ accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
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DETAILED ACTION 

Notice of Amendment 

1 . In response to the amendment filed on 12/31/2007, amendment(s) to the 
specification, and amended claim(s) 3, 4, 8, 9, and 11 is/are acknowledged. The 
current rejections of the claim(s) 1-4 and 7-14 is/are withdrawn. The following new and 
reiterated grounds of rejection are set forth: 

Claim Rejections - 35 USC § 102 

2. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

3. Claims 1-4 and 7-14 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Chandrasekaran (US 6,093,157) as broadly as structurally claimed. 

4. For claims 1-4 and 7-14, Chandrasekaran discloses a composite guidewire 
(22,80,82), comprising: 

• a distal end portion (the right portion of the guidewire in Figure 1), a main body 
portion (the left portion of the guidewire in Figure 1), and an intermediate portion (the 
middle portion of the guidewire in Figure 1) disposed between the distal end portion 
and the main body portion; 

• wherein said main body portion comprises: a center layer (34,60,78) formed of a first 
material comprising a NiTi based alloy (column 4 lines 3-5); a surface layer formed 
of a second, more rigid material comprising stainless steel (49,64) (column 2 line 59 
- column 3 line 2 and column 5 lines 35-67); and (c) an intermediate layer (48) 
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formed of a mixture of said first and second materials (column 4 line 66 - column 5 
line 10) between said center and surface layers (as best seen in Figure 5); 

• wherein said main body portion has a structure in which said center layer, said 
intermediate layer, said surface layer are structurally disposed in this order from a 
center of said main body portion toward an exterior of said main body portion (as 
best seen in Figure 5) (column 2 line 59 - column 3 line 2); 

• wherein said distal end portion is formed of said first material, and is continuous with 
the center layer of said main body portion (as best seen in Figures 7-8); 

• wherein said intermediate portion comprises: the center layer (34,60,78) formed of 
the first material comprising a NiTi based alloy and an intermediate surface layer 
(48) formed of the mixture of said first material and said second material; 

• wherein the mixture is decreased in the content of said first material toward said 
surface layer and increased in the content of said second material toward said 
surface layer such that a compositional gradually increasing gradient is formed in a 
radial direction (column 2 line 59 - column 3 line 2 and column 4 line 66 - column 5 
line 10); 

• wherein a weight ratio of the first to second material in the mixture is capable of 
being in the range of 1 :9 to 9:1 and more specifically in the range of 3:7 to 7:3 
because this ratio is inherently dependent upon material selection (as cited by 
Applicant, see Specification at least page 8 lines 1-4); and 

• wherein said main body portion is capable of being formed by a sintered body, said 
sintered body having said center layer, said surface layer, and said intermediate 
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layer, wherein said center layer is capable of being formed by sintering a powder of 
said first material, said surface layer is capable of being formed by sintering a 
powder of said second material, and said intermediate layer is capable of being 
formed by sintering a powder of said mixture of said first material powder and said 
second material powder. 



Response to Arguments 

5. Applicant's arguments filed 12/31/2007 have been fully considered but they are 
not persuasive. Applicant argues the anticipatory rejection of the claims under 
Chandrasekaran. 

6. For independent claim 1 , Applicant argues Chandrasekaran fails to disclose 1 ) 
the second material forming the surface layer is a metallic material higher in rigidity than 
said Ni-Ti based alloy, 2) the intermediate layer is formed of a mixture of said first 
material and said second material, and 3) the weight ratio of the first material to the 
second material in the material for forming the intermediate layer is in the range of from 
1:9 to 9:1. 

7. For independent claim 8, Applicant argues Chandrasekaran fails to disclose 4) a 
surface layer formed of a mixture of the first material forming the center layer and a 
second material, 5) a surface layer is decreased in a content of said first material toward 
an outer surface and increased in a content of said second material toward the outer 
surface, and 6) a surface layer having gradient physical properties in a radial direction. 
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8. For independent claim 9, Applicant argues Chandrasekaran fails to disclose 7) a 
center layer, intermediate layer, and surface layer provided in this order from a center of 
said main body portion toward an exterior of said main body portion, or an intermediate 
layer formed of a mixture of the first material forming the center layer and the second 
material forming the surface layer. There is also no disclosure of an intermediate layer 
increased stepwise or gradually in a content of said first material toward said center 
layer, wherein the first material is a first metallic material, said second material is a 
second metallic material higher in rigidity than said first metallic material, and said 
second metallic material is stainless steel. 

9. For depending claims 13 and 14, Applicant argues Chandrasekaran fails to 
disclose or suggest formation of the central shaft by sintering. 

1 0. The Examiner disagrees, maintains the rejection as broadly as structurally 
claimed and as reiterated above, and notes in response the following: 

11. In regards to Applicant's arguments with respect to independent claim 1 , the 
Examiner notes in response to 

1) Chandrasekaran discloses a composite guidewire wherein a center layer 
(34,60,78) formed of a first material comprising a NiTi based alloy (column 4 lines 3-5) 
and a surface layer formed of a second, more rigid material comprising stainless steel 
(49,64) (column 2 line 59 - column 3 line 2 and column 5 lines 35-67) (as admitted by 
Applicant, see Specification at least page 6 lines 1 1-19 and page 7 lines 14-27); 
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2) Chandrasekaran discloses a composite guidewire wherein an intermediate 
layer (48) formed of a mixture of said first and second materials (column 4 line 66 - 
column 5 line 10) between said center and surface layers (as best seen in Figure 5), 
wherein said intermediate portion comprises: the center layer (34,60,78) formed of the 
first material comprising a NiTi based alloy and an intermediate surface layer (48) 
formed of the mixture of said first material and said second material; and 

3) Chandrasekaran discloses a composite guidewire wherein the weight ratio of 
the first to second material in the mixture capable of being in the range of 1 :9 to 9:1 and 
more specifically in the range of 3:7 to 7:3 because this ratio is inherently dependent 
upon material selection (as cited by Applicant, see Specification at least page 8 lines 1- 
4). 

12. In regards to Applicant's arguments with respect to independent claim 8, the 
Examiner notes in response to 

4) Chandrasekaran discloses a composite guidewire wherein said intermediate 
portion comprises: the center layer (34,60,78) formed of the first material comprising a 
NiTi based alloy and an intermediate surface layer (48) formed of the mixture of said 
first material and said second material; and 

5) and 6) Chandrasekaran discloses a composite guidewire wherein the mixture 
is decreased in the content of said first material toward said surface layer and increased 
in the content of said second material toward said surface layer such that a 
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compositional gradually increasing gradient is formed in a radial direction (column 2 line 
59 - column 3 line 2 and column 4 line 66 - column 5 line 10). 

1 3. In regards to Applicant's arguments with respect to independent claim 9, the 
Examiner notes in response to 

14. 7) Chandrasekaran discloses a composite guidewire wherein said main body 
portion has a structure in which said center layer, said intermediate layer, said surface 
layer are structurally disposed in this order from a center of said main body portion 
toward an exterior of said main body portion (as best seen in Figure 5) (column 2 line 59 
- column 3 line 2), and for completeness reiterates the paragraphs 10 and 1 1 as set 
forth above in response. 

15. In regards to Applicant's arguments with respect to claims 13 and 14 and in 
response to applicant's argument that Chandrasekaran fails to disclose or suggest 
formation of the central shaft by sintering, a recitation of the intended use of the claimed 
invention must result in a structural difference between the claimed invention and the 
prior art in order to patentably distinguish the claimed invention from the prior art. If the 
prior art structure is capable of performing the intended use, then it meets the claim. 
Claims 13 and 14 merely recite a process by which the guidewire is intended to be 
made and/or steps for "forming" the guidewire and do not set forth structural differences. 
In this case Chandrasekaran discloses a guidewire that is capable of being formed by a 
sintered body, said sintered body having said center layer, said surface layer, and said 
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intermediate layer, wherein said center layer is capable of being formed by sintering a 
powder of said first material, said surface layer is capable of being formed by sintering a 
powder of said second material, and said intermediate layer is capable of being formed 
by sintering a powder of said mixture of said first material powder and said second 
material powder. 



Conclusion 

16. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JEFFREY G. HOEKSTRA whose telephone number is 
(571)272-7232. The examiner can normally be reached on Monday through Friday 8am 
to 5pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on (571)272-4726. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

/J.HV 

Jeff Hoekstra 
Examiner, Art Unit 3736 



/Max Hindenburg/ 

Supervisory Patent Examiner, Art Unit 3736 



